Appl. No. 09/869,060 

Amendment dated: November 4, 2006 

Reply to OA of: May 4, 2006 

This listing of claims will replace all prior versions and listings of claims in the 
application. 

Listing of Claims : 

Claims 1-23(canceled). 

24(currently amended). A method for assaying homocysteine in a sample, said 
method comprising[:] contacting said sample with two a stable aqueous r e ag e nts, sa i d 
r e ag e nts tog e th e r conta i n i ng first reagent mixture, said first reagent mixture comprising 

a) a polyhapten having S-ad e nos i n e homocyst ei n e (GA I l )as hapten moieties 
th e r e of comprising S-adenosine homocysteine : 

b) a f i rst e nzym e , b ei ng th e homocyst ei n e conv e rt i ng e nzym e QA I I 

hydro l as e ; 

e) a pr i mary ant i body capab le of b i nd i ng to sa i d po l yhapt e n wh e r e by to 

produc e a comp le x, 

d) opt i ona ll y on e or mor e of: 

if- adenosine or an adenosine analog, 

optionally one or more of: 

tt) a reducing agent; 

an agent which promotes precipitation of a complex between the 

polyhapten and a primary antibody described below: 

tit) a second enzyme capable of converting said adenosine or 

adenosine analog or a conversion product of said SAH hydrolase; Bft6 
contacting said sample with a stable aqueous second reagent mixture, said 
second reagent mixture comprising 

a primary antibody capable of binding to said polvhapten whereby to 
produce a complex. 

a first enzyme, being the homocysteine converting enzyme SAH hydrolase: 
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optionally one or more of 

tv) a second antibody capable of binding to said complex; 
v) an agent which promotes precipitation of said complex; 

a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH 
hydrolase: 

wh e r ei n sa i d pr i mary ant i body i s capab le of b i nd i ng to said ad e nosin e or 
ad e os i n e ana l og or to a conv e rsion product of sa i d first or s e cond e nzym e s, 
wh e r e by th e quant i ty of sa i d comp le x produc e d i s i nd i cat i v e of th e cont e nt of 
homocyst ei n e i n sa i d sampl e ; 

and photometrically detecting said complex[[;]]^ 

wh e r e in sa i d r e ag e nts cons i st of a first r e ag e nt compr i s i ng sa i d po l yhapt e n, 
opt i ona ll y sa i d ad e nos i n e or ad e nos i ne ana l og, optiona ll y sa i d r e duc i ng ag e nt, and 
opt i onal l y sa i d ag e nt wh i ch promot e s pr e c i pitation of sa i d comp le x; and a s e cond 
r e ag e nt compr i s i ng sa i d pr i mary ant i body, sa i d first e nzym e , opt i onal l y sa i d s e cond 
ant i body, and opt i ona ll y sa i d ag e nt wh i ch promot e s pr e c i p i tat i on of sa i d comp le x. 

25(currently amended). A method for assaying homocysteine in a sample, 
said method comprising[[:]] contacting said sample with three a stable aqueous 
r e ag e nts, sa i d r e ag e nts tog e th e r conta i n i ng first reagent mixture, said first reagent 
mixture comprising 

a) a polyhapten having S-ad e nos i n e homocyst ei n e (SAH)as hapten 
moieties th e r e of comprising S-adenosine homocysteine : 

b) a f i rst e nzym e , b ei ng th e homocyst ei n e conv e rt i ng e nzym e SA H 

hydro l as e ; 

e) a pr i mary ant i body capab le of b i nd i ng to sa i d po l yhapt e n wh e r e by to 

produc e a comp le x, 

d) opt i ona ll y on e or mor e of t 

if- adenosine or an adenosine analog, 



-3- 



Appl. No. 09/869,060 

Amendment dated: November 4. 2006 

Reply to OA of: May 4, 2006 

optionally one or more of: 

it) a reducing agent; 

an agent which promotes precipitation of a complex between 

the polvhapten and the primary antibody described below; 

m) a second enzyme capable of converting said adenosine or 

adenosine analog or a conversion product of said SAH hydrolase; and 
contacting said sample with a stable aqueous second reagent mixture, said 
second reagent mixture comprising 

a primary antibody capable of binding to said polvhaoten wherebv to 
produce a complex, 
optionally one or more of 

iv) a second antibody capable of binding to said complex; 

v) an agent which promotes precipitation of said complex; 

a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH hydrolase: 
contacting said sample with a stable agueous third reagent mixture, said third 
reagent mixture comprising 

a first enzyme, being the homocysteine converting enzyme SAH 
hydrolase: 

optionally one or more of 

a second antibody capable of binding to said complex: 

an agent which promotes precipitation of said complex: 

a second enzyme capable of converting said adenosine or adenosine 

analog or a conversion product of said SAH hydrolase: 

and photometrically detecting said complex. 

wh e r ei n sa i d primary ant i body i s capab le of b i nd i ng to sa i d ad e nos i n e or 

ad e os i n e ana l og or to a conv e rs i on product of sa i d first or s e cond e nzym e s, 

wh e r e by th e quant i ty of sa i d comp le x produc e d i s i nd i cat i v e of th e cont e nt of 

homocyst ei n e i n sa i d samp le; 
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and photometr i ca ll y d e t e ct i ng sa i d comp le x; 

wh e r e in two or thr ee of sa i d r e ag e nts opt i onal l y conta i n sa i d ag e nt wh i ch 
promot e s pr e c i pitat i on of sa i d compl e x, and n ei th e r of sa i d pr i mary ant i body or sa i d 
f i rst e nzym e i s pr e s e nt i n th e sam e reag e nt as sa i d po l yhapt e n or sa i d opt i ona l 
ad e nos i n e or ad e nos i n e ana l og. 

26(currently amended). The method as claimed in claim 24 wherein said 
optional secondary antibody is present in at least one of said r e ag e nts reagent 
mixtures . 

27(previously presented). The method as claimed in claim 24 wherein said 
complex is determined nephelometrically or turbidimetrically. 

28(previously presented). The method as claimed in claim 24 wherein 
photometric determinatination takes place before complex generation is complete. 

29(previously presented). The method as claimed in claim 24 wherein said 
sample is a serum or plasma sample. 

30(currently amended). The method as claimed in claim 24 wherein at least 
one of said r e ag e nts reagent mixtures contains said optional agent which promotes 
precipitation of said complex. 

31 (previously presented). The method as claimed in claim 30 wherein said 
agent which promotes precipitation is polyethylene glycol. 

32(currently amended). The method as claimed in claim 24 wherein at least 
one of said r e ag e nts reagent mixtures further comprises a carrier protein. 
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33(previously presented). The method as claimed in claim 24 wherein said 
polyhapten consists of a backbone structure onto which said hapten moieties are 
bound. 

34(previously presented). The method as claimed in claim 33 wherein said 
backbone structure is porcine thyroglobulin. 

35(currently amended). The method as claimed in claim 24 wherein at least 
one of said r e ag e nts reagent mixtures contains said primary and secondary 
antibodies and additionally contains a chaotropic salt. 

36(currently amended). A homocysteine assay reagent kit comprising two a 
stable aqueous r e ag e nts, sa i d r e ag e nts tog e th e r conta i n i ng first reagent mixture, 
said first reagent mixture comprising 

a) a polyhapten having S-ad e nos i n e homocyst ei n e (SA H )as hapten 
moieties th e r e of comprising S-adenosine homocysteine : 

b) a f i rst e nzym e , b ei ng th e homocyst ei n e conv e rt i ng e nzym e SA I I 

hydro l as e ; 

e) a pr i mary ant i body capab le of b i nd i ng to sa i d polyhapt e n wh e r e by to 

produc e a comp le x, 

d) opt i ona ll y on e or mor e of: 

t)- adenosine or an adenosine analog, 
optionally one or more of: 
it) a reducing agent; 

an agent which promotes precipitation of a complex between 
the polyhapten and the primary antibody described below: 
ttt) a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH hydrolase; and 
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and a stable aqueous second reagent mixture, said second reagent 
mixture comprising 

a primary antibody capable of binding to said poiyhapten whereby to 
produce a complex, 

optionally one or more of 

tv) a second antibody capable of binding to said complex; 
v) an agent which promotes precipitation of said complex; 

a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH hydrolase. 
wh e r ei n sa i d pr i mary ant i body i s capab le of b i nd i ng to sa i d ad e nos i n e or 
ad e os i n e analog or to a conv e rs i on product of sa i d f i rst or s e cond e nzym e s, 
wh e r e by th e quant i ty of sa i d comp le x produc e d i s i nd i cat i v e of th e cont e nt of 
homocyst ei n e i n sa i d sampl e ; 

and photom e tr i ca ll y d e t e ct i ng sa i d comp l ex; 

wh e r ei n sa i d r e ag e nts cons i st of a f i rst r e ag e nt compris i ng sa i d po i yhapt e n, 
opt i ona ll y sa i d ad e nos i n e or ad e nos i n e ana l og, opt i ona ll y sa i d reduc i ng ag e nt, and 
opt i ona ll y sa i d ag e nt wh i ch promot e s pr e c i pitat i on of sa i d comp le x; and a s e cond 
r e ag e nt compr i s i ng sa i d pr i mary ant i body, sa i d f i rst e nzym e , opt i ona ll y sa i d s e cond 
ant i body, and opt i ona ll y sa i d ag e nt wh i ch promot e s pr e c i p i tat i on of sa i d comp l ex. 

37(currently amended). A homocysteine assay reagent kit comprising thfee 
a homocysteine assay reagent kit comprising a stable aqueous reag e nts, sa i d 
r e ag e nts tog e th e r conta i n i ng first reagent mixture, said first reagent mixture 
comprising 

a) a poiyhapten having S-ad e nos i n e homocyst ei n e (GA I l )as hapten 
moieties th e r e of comprising S-adenosine homocysteine : 

b) a f i rst e nzym e , b ei ng th e homocyst ei n e conv e rt i ng e nzym e SA H 

hydro l as e ; 
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e) a pr i mary ant i body capab le of b i nd i ng to sa i d polyhapt e n whereby to 

produc e a comp le x, 

d) opt i ona ll y on e or mor e of: 

if- adenosine or an adenosine analog, 
optionally one or more of: 
tt) a reducing agent; 

an agent which promotes precipitation of a complex between 
the polyhapten and the primary antibody described below: 
tit) a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH hydrolase; arrd 
a stable aqueous second reagent mixture, said second reagent mixture 
comprising 

a primary antibody capable of binding to said polvhapten whereby to 
produce a complex, 

optionally one or more of 

iv) a second antibody capable of binding to said complex; 

v) an agent which promotes precipitation of said complex; 

a second enzyme capable of converting said adenosine or 
adenosine analog or a conversion product of said SAH hydrolase: 
and a stable aqueous third reagent mixture, said third reagent mixture 
comprising 

a first enzyme, being the homocysteine converting enzyme SAH 
hydrolase: 

optionally one or more of 

a second antibody capable of binding to said complex: 
an agent which promotes precipitation of said complex: 
a second enzyme capable of converting said adenosine or 

adenosine analog or a conversion product of said SAH hydrolase. 
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wh e r e in sa i d pr i mary ant i body i s capab le of b i nd i ng to sa i d ad e nos i n e or 
ad e os i n e analog or to a conv e rs i on product of sa i d first or s e cond e nzymes, 
wh e r e by th e quant i ty of sa i d compl e x produc e d i s i ndicat i v e of th e cont e nt of 
homocyst ei n e i n sa i d samp le ; 

and photom e tr i ca ll y d e t e ct i ng sa i d comp le x; 

wh e r ei n two or thr ee of sa i d r e ag e nts opt i ona ll y conta i n sa i d ag e nt wh i ch 
promot e s pr e c i p i tat i on of sa i d comp le x, and n ei th e r of sa i d pr i mary ant i body or sa i d 
first e nzym e i s pr e s e nt i n th e sam e r e ag e nt as sa i d polyhapt e n or sa i d opt i ona l 
ad e nos i n e or ad e nos i n e ana l og. 

38(currently amended). The kit as claimed in claim [[35]]36 wherein said 
optional secondary antibody is present in at least one of said r e ag e nts reagent 
mixtures . 

39(currently amended). The kit as claimed in claim [[35]]36, wherein at least 
one of said r e ag e nts reagent mixtures contains said agent which promotes 
precipitation of said complex. 

40(currently amended). The kit as claimed in claim [[38]]39 wherein said 
agent which promotes precipitation is polyethylene glycol. 

41 (currently amended). The kit as claimed in claim [[35]]36 wherein at least 
one of said r e ag e nts reagent mixtures further comprises a carrier protein. 

42(currently amended). The kit as claimed in claim [[35]]36 wherein said 
polyhapten consists of a backbone structure onto which said hapten moieties are 
bound. 
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43(currently amended). The kit as claimed in claim [[41]]42, wherein said 
backbone structure is porcine thyroglobulin. 

44(currently amended). The kit as claimed in claim [[35]]36 wherein at least 
one of said r e ag e nts reagent mixtures contains said primary and said secondary 
antibodies and additionally contains a chaotropic salt. 

45(new). The method as claimed in claim 25 wherein said optional 
secondary antibody is present in at least one of said reagent mixtures. 

46(new). The method as claimed in claim 25 wherein said complex is 
determined nephelometrically or turbidimetrically. 

47(new). The method as claimed in claim 25 wherein photometric 
determinatination takes place before complex generation is complete. 

48(new). The method as claimed in claim 25 wherein said sample is a serum 
or plasma sample. 

49(new). The method as claimed in claim 25 wherein at least one of said 
reagent mixtures contains said optional agent which promotes precipitation of said 
complex. 

50(new). The method as claimed in claim 25 wherein at least one of said 
reagent mixtures further comprises a carrier protein. 

51 (new). The method as claimed in claim 25 wherein said polyhapten 
consists of a backbone structure onto which said hapten moieties are bound. 
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52(new). The method as claimed in claim 25 wherein at least one of said 
reagent mixtures contains said primary and secondary antibodies and additionally 
contains a chaotropic salt. 

53(new). The kit as claimed in claim 37 wherein said optional secondary 
antibody is present in at least one of said reagent mixtures. 

54(new). The kit as claimed in claim 37, wherein at least one of said reagent 
mixtures contains said agent which promotes precipitation of said complex. 

55(new). The kit as claimed in claim 37 wherein at least one of said reagent 
mixtures further comprises a carrier protein. 

56(new). The kit as claimed in claim 37 wherein said polyhapten consists of 
a backbone structure onto which said hapten moieties are bound. 

57(new). The kit as claimed in claim 37 wherein at least one of said reagent 
mixtures contains said primary and said secondary antibodies and additionally 
contains a chaotropic salt. 
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